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§ 184.1695 Riboflavin. 
(a) Riboflavin (C17H20N4O6, CAS Reg. 

No. 83–88–5) occurs as yellow to orange-
yellow needles that are crystallized 
from 2N acetic acid, alcohol, water, or 
pyridine. It may be prepared by chem-
ical synthesis, biosynthetically by the 
organism Eremothecium ashbyii, or iso-
lated from natural sources. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 262, which is incor-
porated by reference. Copies are avail-
able from the National Academy Press, 
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal 
Register, 800 North Capitol Street, 
NW., suite 700, Washington, DC 20408. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct 
human food ingredient is based upon 
the following current good manufac-
turing practice conditions of use: 

(1) The ingredient is used as a nutri-
ent supplement as defined in 
§ 170.3(o)(20) of this chapter. 

(2) The ingredient is used in foods at 
levels not to exceed current good man-
ufacturing practice. The ingredient 
may also be used in infant formula in 
accordance with section 412(g) of the 
Federal Food, Drug, and Cosmetic Act 
(the Act) or with regulations promul-
gated under section 412(a)(2) of the Act. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[48 FR 51148, Nov. 7, 1983]

§ 184.1697 Riboflavin–5′-phosphate (so-
dium). 

(a) Riboflavin-5′-phosphate (sodium) 
(C17H20N4O9PNa·2H2O, CAS Reg. No 130–
40–5) occurs as the dihydrate in yellow 
to orange-yellow crystals. It is pre-
pared by phosphorylation of riboflavin 
with chlorophosphoric acid, 
pyrophosphoric acid, metaphosphoric 
acid, or pyrocatechol cyclic phosphate. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), p. 263, which is incor-

porated by reference. Copies are avail-
able from the National Academy Press, 
2101 Constitution Ave. NW., Wash-
ington DC 20418, or available for inspec-
tion at the Office of the Federal Reg-
ister, 800 North Capitol Street, NW., 
suite 700, Washington, DC 20408. 

(c) In accordance with § 184.1(b)(1), 
the ingredient is used in food with no 
limitation other than current good 
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct 
human food ingredient is based upon 
the following current good manufac-
turing practice conditions of use: 

(1) The ingredient is used as a nutri-
ent supplement as defined in 
§ 170.3(o)(20) of this chapter. 

(2) The ingredient is used in milk 
products, as defined in § 170.3(n)(31) of 
this chapter, at levels not to exceed 
current good manufacturing practice. 
The ingredient may also be used in in-
fant formulas in accordance with sec-
tion 412(g) of the Federal Food, Drug, 
and Cosmetic Act (the Act) or with reg-
ulations promulgated under section 
412(a)(2) of the Act. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[48 FR 51148, Nov. 7, 1983]

§ 184.1698 Rue. 
(a) Rue is the perennial herb of sev-

eral species of Ruta (Ruta montana L., 
Ruta graveolens L., Ruta bracteosa L., 
and Ruta calepensis L.). The leaves, 
buds, and stems from the top of the 
plant are gathered, dried, and then 
crushed in preparation for use, or left 
whole. 

(b) The ingredient is used in all cat-
egories of food in accordance with 
§ 184.1(b)(2) of this chapter at con-
centrations not to exceed 2 parts per 
million. 

(c) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[43 FR 3705, Jan. 27, 1978]

§ 184.1699 Oil of rue. 
(a) Oil of rue is the natural substance 

obtained by steam distillation of the 
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fresh blossoming plants of rue, the pe-
rennial herb of several species of 
Ruta—Ruta montana L., Ruta graveolens 
L., Ruta bracteosa L., and Ruta 
calepensis L. 

(b) Oil of rue meets the specifications 
of the ‘‘Food Chemicals Codex,’’ 4th ed. 
(1996), pp. 342–343, which is incorporated 
by reference in accordance with 5 
U.S.C. 552(a) and 1 CFR part 51. Copies 
are available from the National Acad-
emy Press, Box 285, 2101 Constitution 

Ave. NW., Washington, DC 20055 (Inter-
net address ‘‘http://www.nap.edu’’), or 
may be examined at the Center for 
Food Safety and Applied Nutrition’s 
Library, Food and Drug Administra-
tion, 200 C St. SW., Washington, DC, or 
at the Office of the Federal Register, 
800 North Capitol St. NW., suite 700, 
Washington, DC. 

(c) The ingredient is used in food 
under the following conditions:

MAXIMUM USAGE LEVELS PERMITTED 

Food (as served) Parts per 
million Function 

Baked goods and baking mixes, § 170.3(n)(1), of 
this chapter .

10 Flavoring agent and adjuvant, § 170.3(o)(12) of this chapter. 

Frozen dairy desserts and mixes, § 170.3 (n)(20) of 
this chapter .

10 Do. 

Soft candy, § 170.3(n)(38) of this chapter ................. 10 Do. 
All other food categories ............................................ 4 Do. 

(d) Prior sanctions for this ingredient 
different from the uses established in 
this section do not exist or have been 
waived. 

[42 FR 14653, Mar. 15, 1977, as amended at 49 
FR 5613, Feb. 14, 1984; 64 FR 1760, Jan. 12, 
1999]

§ 184.1702 Sheanut oil. 
(a) Sheanut oil is produced from 

sheanuts derived from the Shea tree 
Butyrospermum parkii and is composed 
principally of triglycerides containing 
an oleic acid moiety at the 2-position 
and saturated fatty acids, usually ste-
aric or palmitic acids, at the 1- and 3-
positions. 

(b) The ingredient meets the fol-
lowing specifications when tested using 
any appropriate validated method-
ology: 

(1) Saponification value of 185 to 195, 
(2) Iodine value of 28 to 43, 
(3) Unsaponifiable matter not to ex-

ceed 1.5 percent, 
(4) Free fatty acids not more than 0.1 

percent as oleic acid, 
(5) Peroxide value not more than 10 

milliequivalents/equivalent (meq/eq), 
(6) Lead not more than 0.1 part per 

million (ppm), 
(7) Copper not more than 0.1 ppm. 
(c) In accordance with § 184.1(b)(3), 

the ingredient is used in the following 
food categories at levels not to exceed 

current good manufacturing practice, 
except that the ingredient may not be 
used in a standardized food unless per-
mitted by the standard of identity: 
Confections and frostings as defined in 
§ 170.3(n)(9) of this chapter, coatings of 
soft candy as defined in § 170.3(n)(38) of 
this chapter, and sweet sauces and top-
pings as defined in § 170.3(n)(43) of this 
chapter. 

[63 FR 28895, May 27, 1998]

§ 184.1721 Sodium acetate. 
(a) Sodium acetate (C2H3O2Na, CAS 

Reg. No. 127–09–3 or C2H3O2Na·3H2O, 
CAS Reg. No. 6131–90–4) is the sodium 
salt of acetic acid and occurs naturally 
in plant and animal tissues. Sodium ac-
etate may occur in either the anhy-
drous or trihydrated form. It is pro-
duced synthetically by the neutraliza-
tion of acetic acid with sodium car-
bonate or by treating calcium acetate 
with sodium sulfate and sodium bicar-
bonate. 

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex, 
3d Ed. (1981), pp. 272, 273 which is incor-
porated by reference. Copies are avail-
able from the National Academy Press, 
2101 Constitution Ave. NW., Wash-
ington, DC 20418, or available for in-
spection at the Office of the Federal 
Register, 800 North Capitol Street, 
NW., suite 700, Washington, DC 20408. 
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